Temporary Prosthetics & TGA

Problem:

Temporary prostheses will not pass TGA requirements – i.e. is this device built to specifications & safe to use?

· No safe working weight limits for plaster sockets.

· Use 2nd hand components, which goes against prosthetic manufacturers recommended guidelines for usage.

Can we use 2nd hand components?

· Inspection guidelines to note if a component is still good / safe to be used.

No say the manufacturers.

· All manufacturers state components are single use.

· Cannot tell when 2nd hand components will fail:

· Cannot tell what stress / usage a component has already had.

· Cannot always see micro fractures in metal / plastic.

· Otto Bock ship components back to Germany for laboratory materials testing by engineers / material scientists (and then how do you test ( to failure?? If not to failure, then what?) New components tested to 3 million cycles.

· Otto Bock say components that are even slightly damaged, e.g. a scratch in a pylon, or even cutting a pylon, weakens the structural integrity of the material, and those components should not be used.

· If a physio looks at a component & decides it is still good, are you qualified to make that statement?

Therefore if you use a 2nd hand component liability shifts from manufacturer to you.

Can we use new components?

· Cost of titanium modular components for transfemoral prosthesis + SACH foot, not including socket & suspension, > $2000.

Will the ALS fund new components for Physio’s to use? 

(Which could be used in definitive?)

· Are Physio’s qualified to follow the manufacturers guidelines in assembling a prosthesis?

· Guidelines very detailed, e.g. 

· the amount of torque, e.g.10Nm, used to tighten grub screws (Over tightening can cause damage to screws & threads); 

· Loctite to seal screws.

· Alignment & adjustment of “functional” components (ankles / knees) vs. structural components.

· If physio’s could be trained to do this, why bother with 4 years of uni to become a prosthetist?

· Most manufacturer guidelines say that each component must be used only with components made by the same manufacturer, 

· They have not been tested with components made by other manufacturers.

· No standards for interfaces between components made by different manufacturers.

· You cannot interchange parts either, e.g. lose a grub screw, cannot replace it with one from another component, as the screws are often different lengths, materials, etc, and therefore you are not following guidelines.

None of this answers question about plaster socket itself.

Even some “reusable” components, egg Otto Bock’s plastic shell for PPAM interim, and specially built adjustable titanium pylon, have no clear inspection guidelines for identifying possible component failure.

